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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)K Responsive to communication(s) filed on 03 November 2005 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 1-3,5-12,15-17,67 and 68 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) IEl Claim(s) 1-3.5-8,11,12 and 15-17 is/are allowed. 

6) ^ Claim(s) 67 and 68 is/are rejected. 

7) IEI Claim(s) 9.10 and 12 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)[X] The drawing(s) filed on 05 October 2001 is/are: a)D accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1. Q Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attach ment(s) 

1) □ Notice of References Cited (PTO-892) 

2) Q. Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) H Information Disclosure Statement(s]^PTO-1449 or PTO/SB/08) 
' Paper No(s)/Mail Date I* OS 


4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) Q Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 


U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 
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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 1 1/03/05 has been entered. 


Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the adapter with a treatment port that 
accepts both an inner elongated shaft and treatment catheter so they are in a parallel relationship 
as recited in claim 1 , an inflation lumen extending through a separate hollow elongated shaft as 
recited in claims 3 and 8, an air-tight sheath surrounding an open-cell foam expander occluder as 
recited in claims 7 and 8, means for varying flow rates in a manually controlled or programmed 
fashion as recited in claim 9, and means for inducing fluid flow in a vessel at physiologically 
relevant flow levels as recited in claim 10 must be shown or the feature(s) canceled from the 
claim(s). The adapter shown in Figs. 1 A and IB place the shaft and catheter in coaxial 
relationship (as seen in fig. 3a, 3b and described in ^ [0038]) not in a parallel relationship. No 
new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
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sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 


Specification 

The disclosure is objected to because of the following informalities: It is the Examiner's 
position that Applicant has evoked sixth paragraph, means-plus-function language to define 
Applicant's invention in claims 9 and 10. Therefore the Examiner requires the Applicant to 
amend the specification pursuant to 37 CFR 1.75(d) and MPEP 608.01(o) to explicitly state, with 
reference to the terms and phrases of the claim element, what structure, materials, and acts 
perform the function recited in the claim element. Please note that the MPEP clearly states, 
"Even if the disclosure implicitly sets forth the structure, materials, or acts corresponding to the 
means-(or step-) plus-function claim element in compliance with 35 U.S.C. 1 12, first and second 
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paragraphs, the PTO may still require the applicant to amend the specification pursuant to 37 
CFR 1.75(d) and MPEP 608.01(o)...'\ (Also see MPEP 2181 (Rev. 1, Feb.2000)) 
Appropriate correction is required. 

Claim Objections 

Claims 9 and 12 are objected to because of the following informalities: applicant has 
used the term "outflux" where "efflux" would be more consistent in claim 9 and claim 12 has 
inadvertently lost the term "comprises" in the last amendment. Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 
Claims 67 and 68 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention, there is no description in the specification, as originally filed, for a rinse nozzle so 
configured as to eject fluid along the entire length of the inner shaft's outer surface or for a 
catheter where the inner shaft is the only lumen delivering fluid distal of the occluder. These 
limitations, added by amendment in papers received 1/05/04 and 5/1 1/04, are not described in the 
specification, as originally filed. 
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Allowable Subject Matter 
Claims 1-3, 5-12, and 15-17 are allowable. 

As allowable subject matter has been indicated, applicant's reply must either comply with 
all formal requirements or specifically traverse each requirement not complied with. See 37 
CFR 1.1 1 1(b) and MPEP § 707.07(a). 

Reasons For Allowance 

Claims 1-3, 5-12, and 15-17 are allowable because the recited combination of elements of a 
catheter device for deployment in a body vessel to occlude flow and remove material distal to the 
occlusion site including an outer hollow shaft having a distal expandable occluder and a 
proximal adapter having an efflux port in communication with the hollow shaft and a treatment 
port where an inner hollow shaft that terminates in a rinse head and slides within the outer shaft 
is removably received within the treatment port along with a treatment catheter within the 
treatment port where the treatment catheter and inner shaft are parallel (i.e., not a coaxial nor 
telescoping arrangement, but rather a side-by-side arrangement) within the outer shaft is not 
found nor fairly taught in the prior art of record, as argued by applicant and agreed to by examiner. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Hayes at (571) 272-4959. The examiner can usually be 
reached Monday -Thursday, 7:00-4:30, and on alternate Fridays. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Kevin Sirmons, can be 
contacted at (571) 272-4965. The fax number for submitting official papers is (571) 273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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PRIMARY EXAMINER 


